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Mr. Rakesh M. Amin
Dilling and Dilling

150 North Wacker Drive
Chicago, Illinois 60606

Dear Mr. Amin:

This is in response to your letter of October 20, 1997 to the Food and Drug
Administration (FDA) pursuant to section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the act), on behalf of Vitality Corporation, Carson City, Nevada. Your
submission states that Vitality Corporation is making, among other claims, the
following claims for the product “Angio-Clear:”

“Vitamin C plays a role in increasing collagen that helps protect blood vessels
and may reduce levels of lipoprotein(a)”

“L-Lysine aides in preventing the development of lipoprotein(a)”

“L-Proline helps aid in the maintenance and repair of artery lining”

Section 403(r)(6) of the act makes clear that a statement included in labeling under the
authority of that section may not claim fo diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases. The statements that you are making for this
product suggest that it is intended to treat, prevent, cure, or mitigate disease, namely,
coronary artery disease by reducing the level of a blood-borne substance that is
associated with increased risk of coronary artery disease and repairing arterial vessels
damaged by coronary artery disease. In addition, the name of the product (Angio-
Clear) suggests that the product is intended to treat, cure, prevent, or mitigate disease
by treating or preventing plaque formation (i.e., the lesions characteristic of coronary
artery disease). These claims do not meet the requirements of section 403(r)(6) of the
act. These claims suggest that this product is intended for use as a drug within the
meaning of section 201(g)(1)(B) of the act, and that it is subject to regulation under the
drug provisions of the act. If you intend to make claims of this nature, you should
contact FDA’s Center for Drug Evaluation and Research (CDER), Office of Compliance,
HFD-310, 7520 Standish Place, Rockville, Maryland 20855.
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Please contact us if we may be of further assistance.

Sincerely,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
Office of Special Nutritionals
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, San Francisco District Office, Office of Compliance, HFR-PA140
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PATENT AND TRADEMARK
COUNSEL

Office of Special Nutritionals (HFS-450) Via Overnight Delivery
Center for Food Safety and
Applied Nutrition
Food and Drug Administration
200 C Street, SW
Washington, DC 20204

Re: Notification of Statements of Nutritional Support

Dear Sir:

Enclosed is the original and two copies of an executed
notification of Statements of Nutritional Support as reguired
under Section 101.93 of 21 Code of Federal Regulations.

If necessary, please address future correspondence to our

firm.
Sincerely yours,
D ING D/ DILLING
l
Rakesh M. in
Enclosure
75560 CALLE DEL SUR CALIFORNIA LEGAL ASSOCIATE Y
INDIAN WELLS, CALIFORNIA 92210 R. CHANDLER MYERS /( 8 A
(619) 568-1924 301 NoRTH LAKE AVENUE .. 4
TeLEFAX No. PASADENA, 91101

(619) 341-1045 (818) 792-0007
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Office of Special Nutris ionalu (BFS-450)

Center for Food Safety and 0 8 2 2 ‘97
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Food and. Drug Adminietration

" 200 C Streev, &W

Washington, DC 20204

Re: Statements of Nutritionsl Hupport

'

Desxr Bir:

Concider the following as notification of Statements of Nutritional
Support ae required under Gestion 101.33 of 21 Code of Federal Requlations,
Cistributcr Name & hddress: Virality Corpora=ion

2123 Research Way, #216
Cargson City, Nevade 89706

Name¢ of Subject

1) "A free radical sc¢avenging Pine Bark Bxtract and OPC 85 Antioxidant
agert" and "helps neutralize Preoanthocyanidin

free radicals”

1

2y "A free radical scavenging Grape Pip Bxtract and OPC $2 Antioxidant

agent” anrd “helps neutralize Proanthocyanidin Proanthedin
free radicals”.

3) "Nutritional support for the Vitamin €, Pstassium, Angio-Clear
arteries and circulacory Maynesium, L-Lyeine
system"y Vitamin C oslaye & znd L-Proline

role' in increasing collagen
that helps protect blood
vegeels and may raduce levaels
of lipoprotein(a)"; "Potassium
is required for normal gcell
metabolism and the conversion
of glucose to energy”; !
"L-lysine sides in preventing
the development of Lipo-
protexn(a), and "L-Proline
heipe aid in the waintenance
and repair of artery lxbLng

4) "Nutricional support for the Inogitol, Folic Acid, Life Time
human boiy". Biotin, Vitamin E,
Calcium, Magnesium,
Potassium, Iron, Copper,
Manganare, fZino, Chromium
and Selenium
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Office of Special Nutritionals (HFS-4%50)

fooc and Drug Administration

. Staroement Taxt

%} "Helps provide nutritional
support for the Eyee and
Vision”.

6) "Caicium and magnesium work
together to maintain healcthy
hones and teeth”; “Msgnaesium
is involved in energy
generatlon™; and "Vitamin D
is essential for cklcium

asgimilation and utilization".
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October 20, 1997

Name of Subject
Dietary Ingredienti(s)

vicamin A, Vitamin D,
Vitamin E, Vitamin C,
Vitemin B~1, Vitarin B-2,
Niacin, Vitamin B-6,
pantothenic Acid, Calcium,
Vagnesium and Zinc

Calcium, Magnesium and
Phosphorusg

Brand Nanme

vVision

Ccalc¢iun~—
Magnesium

The information contained in thig notlce is compiete and accurare. The
above distributor has eubstantiation that the etatemente ara truthful and not

oy

© mieleading.

Gary Pauligen
Fresident
Vitality Corporation



